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SUM.MARY:~ The Food and Drug Administration (FDA) is announcing the 4.. -r _, -;: i+-.;” 
payment procedures for medical deviceuser fees for fiscal year (FY) 2003. The $ ,.” 1. h -.*j ,;., n ,.,, ->*,,-x PIN: 

Federal Food, Drug, and Cosmetic Act (the act), as amended by the Medical 

Device User Fee and Modernizat@n. A,cc-~of 2002 (I$DUFyA), authorizes FDA .l,. / ;, 

to collect user fees for certain medical device applications. The FY 2003’ fee .., “4 .,.s * ,.,mk,“, )*)(// /_ r 1‘_ 

rates were published in the Fedqral,&egister of November 22, 2002 (67 FR 

70228 at 70229, as amended by tie Federal Registers of January 10, 2003, and 

January 22, 2003 (68 FR 1469 and, 66, @“,3IQ3)); however, FDA could not begin 

to collect these fees until en,abhng appropriations were ,enacted., Those 

enabling appropriations were enacted on February 20, 2003, so FDA is now .w., /c_ ,“q._l 

able to collect Medical Device User Fees for FY 20103. ,Ac,cqordingly, FDA will 

issue invoices for all fees payable for applications ,s,ubmitted between,~&t,ober., _ _, 

1, 2002, and March 31, 2003. Those invoices will-be due a.nd payable within “: “i. :“” * .c (_ _ 

30 days of issuance. For all applications submitted onor,af&r April 1, 2003, 

fees must be paid at the time that applications are submitted to FDA. Thfs 

notice provides payment procedures for those .s.ub,m@ig medical device 

applications that may be subject to user fees. 

FOR FURTHER INFORMATJO_N $p~~‘$x~: For further information on MDUFMA,visit _ 1”.1 ,“.W.B .i27*“e,lt.” .*, “,.. ,.y*..i”i I”>.Ji*.a‘ ,.x9 ,‘ is?“? ,/“.‘<,,” :,: $.A * ,.“.,, _, _. ,> 

the FDA Web site http://www.fd,a.gov/oc/mdufma or cont,act James G. Norman, I - I 
oco33 1 
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Office of Systems and Man~agement (HFZ-2), Food and Drug Administration, 

Center for Devices” and Radiological Health (CDRH), 9200 Corporate Blvd., L r ., __L “,, 

Rockville, MD 20850,301-827-6829. 

SUPPLEMENTARY INFORMATION: ] _ 

I. Background 

Sections 737 and 738 of.theact (21 U.S.C. 37% and j) establish fees for 

certain medical device applications and supplements. When certain conditions 

are met, FDA may waive or reduce fees (21 U.S.C., 379j(d) and (e)). 

MDUFMA establishes aggregate revenue amounts for application fee 

revenues each year for FY 2003 through FY 2007. Revenue amounts estabhshed, 

for years after FY 2003 are subject to adjustment for inaation, workload, and 

revenue shortfalls from previous years. FDA will set and publish fees each year 

so that total revenues will approximate the levels ,estabhshe”d,in the” statute, 

after those amounts have b~een.-adjusted for inflation, workload, and, if 

required, revenue shortfalls from, previous years. 

II. What Are the Fees for Applications Submitted in %ZO%!?~ 

Table 1 of this document provides fee rates for applications submitted on 

October 1,2002, and remaining in effect through September 30, 2003, as 

previously published (67 FR 70$23 at 7Q229, as amended by 68 FR 1469 aird 

68 FR 3033). 
TABLE I-FEE TYPES, PERCENT OF PMA FEE, AND FY 2003 FEE RATES 

I, .,“.,<‘ ,.. _,. i. 
Application Fee Type 

Full Fee Amount as a 
Percent of PMA Fee I? 2003 Full Fee FY 2003 Small 

Business Fee 
. +. 4 YA.2 j. :.. --<Lx1 *-/II .-I, ,r<.>* “,,j .;-s&u* *:* “*‘p 

Premalket Approval (PMA), Product Development’Protccoi (PDP), Biologic License Application 
(BLA) (submitted under section 515(c) or (f) of the act (21 U.S.C. 360e(c) or (f)) or Se&n 
351 of the Public Health Service Act (the PHS Act) , respe@ely) 100 $154,000 $58,52g 

. ; “,_ 1. . ..* IX -* ,.%W _,.<. @WY”, j” /) ~ ) hIr.-, “S_ i xi _, ._ .;,p:.. 
Premarket Report (PMR)(submitted under section 515(c)(2) of the act) 100 $154,000 $58,520 

I 1 _ / .,) I, p /_ . ., I ,,: .\,.. I ._ -^ ~ ,.,..,. ,. :, .,“~I > <.,,\, , _,1,,: ;. i “>, ‘, 9:: ‘, p ,; 
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TABLE ~--FEE TYPES, PERCENT OF PMA FEE, AND FY 2003 FEE RATES-C.o#q?d . . . _ .~. . . , ~j. .I ,” j^_.,_ (, -_~,” GI’ ..: A,. x^‘““j. bl,,c.~*q& 

Application Fee Type 
Full Fee Amount as a FY 2003 Full Fee FY 2003 Small 
Percent of PMA Fee Business Fee 

Pane, Track Supp,ement (s”bmined “nder section 515 oi ~e~~~t,,~~~~~~~e~~~~~~~~~~~~ 

PMR that requests a significant change in design or performance of ihe @vice, or a new indi- 
cation for use of the device, and for which clinical data are $enerally necessary to provide 
reasonable assura:ncx?~&f ,safety and effectiveness) ’ 100 $154,000 $58,520 

Efficacy Supp,ement (submitt;d u;ber ;Gon Bj, ‘o; the pg(qt yc$n’ ;$-~&;;~gq(y ‘+: ‘it : 100 $154,000 $58,520 
. .4r i-‘ _ x I . C" -_ .i.a"j , _I_i 'I ,;, ., .; :‘ ,/ ,, 

180-Day Supplement (submitted under s&i& $$6i $$ act to an approved PMA, POP or 
PMR that is not a panel track supplement and requests ~‘$$i%It change in components, 
materials, design, specification, software, color additives, or labeling) 21.5 $33,110 $12,582 

- I *da. -.<.dI _i,_e __, j. 
Real Time Supplement (sub&ted‘&ldei &&on 5;s of <he &‘&‘a;; $Goved PMA or P?& 

that is not a panel track supplement and requests a minor <h%g6% the device, such as a 
minor change to the device design, software, manufacturing, sterilization, or labeling, and for 
which the applicant has requested and the agency has granted a meeting or similar forum to 
jointly review and determine the status of tee supplement or an approved PDP) 7.2 $11,088 $4,213 

,_..l. _^( ,. ,,.*.j" /,* . . . + ,*,* .>*ij a**.. I . ..s 
Premarket Notification (submitteh under sectipn 51 q(k) of the act) 

,, ̂-,,,z~x, iis,, .", , @, ,; ,/( L,& 
1.42 $2,187 $2,187' 

, A small business w;,; pa & f;lii;{~;~&dj ~~~-~~~~:~~~~~~~~~~~~~~~ emmir~E~oK.& ,sA&t,4.@ga "&' g)g ~~+;$s~&.j@~ A "g.r& g-&-"6--" gy.ya~ $$(j ~L"&"&gnt 

of the standard 510K fee, WI I be available beginning N 2004: 7 

III. Are All Device Applications. and &l&sgiqFs !S&ject to Fees? 

Remarket applications and ,submissions not I,&ts:d in table I are not subject ai . Y .,,“..,‘rr,a %e. 0: ..i.,r-*“-<, %*,. h”. ir;* ._,. _ 

to a MDUF.NfA user fee.,.T& f$l,$~ing are examples of submissions @at do 

not require a MDUFMA- fee: , 

* Any type of investigational device exemption submission m.ade und?r , 

section 520(g) of the act (21 USC. ?GOj(g)). 

l A request made under section 551,3(f)(?) of tl+e act (21 U.S.C. 36Oc(f)(2)) 

for an evaluation of ~~torn+c,$s~~ iTI,~de?ignation (also known as a de noyo . 
or risk-based classification). ,j _/, 

l A modification to the m~z>f@@g procedures or ,m,eth,od of 

manufacturing submitted as a 3Q-day notice or as a 13%day supplement if 

notified by FDA that such a supplement is needed. 

l An “express PMLA suppleI;nent” for a rna&~$@g facility site change. 

* Annual (or other periodic) reports required for e approved PMA. 

In addition to the types of stibmissions desc$ed,&Fve that are not subject 9.. e “.&~,*a. ,., ‘” *,*:. Aii- I~~*l’,(.^,<~~,**,. 

to MDUFM fees, certain applications are exempt from fees. Exempted 

applications include: ,. 
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’ l Applications ,submitted.under section 520(m)~of the act that qualify for hll”.i*l,.,Y~~ii-~. i”b”&, 

a humanitarian devi.ce, exemption (21 U.S.C. 379j(a)(l)(B)(i)). 

* Applications s.ubmitted under section 351 of the Public Health Service 4 -,a ;.A.~.*... ?_,< .) I ,) j_ b ‘ ),,‘,.-.“w) i$;\~ ,;:q: ,L”“’ ;i‘:i \.._1,. ““i,,,~” ‘“‘ **<;“: 2<‘ii-.%1” i ‘I’ )_, -, 

Act for a product licensed for fuyt&q~~~.&~&j~g use only (21 USC. 

379j(a)(l)(B)(ii)). 

l Applications submitted by a State or U.S. Federal Government entity for 

a device that is not tq be dis@ibuted~ gggngp$&y (2i USC. 379j(a)(l)(B)(iii)l. 

l Premarket notification submissions reviewed by an accredited third party ““. ,,<. “Xl *,, .a ,_. ,,, ,_“f. 1 ,\ .,i, “~._ r ,*..,. ,h,..9/ x .,,. 4 4; ,A, 

(21 U.S.C. 379j(a)(l)(B)(iv)). 

* Applications or supplements whose sole purpose is to support 

conditions of use in a pediatric population (21 U.S.C. 379j(a)(l)(B)(v)). 

l First time PMA/PDP/B,LA submissions from small businesses as / I ,, ‘.l i, I” ./bj/. .w__ .“. +_,*A >,,“l,. i,*r,*,. fAlli / ‘.‘“li #. *,+wh4L *4&&3;.l>i: ‘~.,~~~.-~:,‘,;,i-ll=.r .,i; ,, \., -*,v.. ~ I. ,,.. ;_ ,,,x ‘ * 

discussed in section V,of ,&isdocument. + Ir:,..;,.-i..;.-.-.x.;. i. (,/‘r .,, !_ .,: /. / , _) _ / - ,. 

If you-are unsure of whether a planned submission will be subject to a _, _ > _,*, .) ., I, l.l ),..__ x_,” 

MDUFMA user fee, please contact CDRH’s Division sf;Sm~~~,,~~~.~~Sa~~~~~~~~. ._ 

for assistance. 

IV. Where May I Find Guidanc$ qn.,@g*Type of Fees Applicable to My 

Application? 

For guidance on which type of fee applies to your application, please see 

the document entitled “A.ss,essing User Fees: PMA Supplement Definitions, 

Modular PMA Fees, BLA and Efficacy Supplement Definitions, Bundling 

Multiple Devices in a Single Application, and Fees for Combination-Produ+: I( 

Guidance for Industry and FDA.” You may find a’link to. this”dq!nm%Qn 

FDA’s Web site at:,http://www.fda.gov/oc/mdufma At that W,,eb site, under 

the heading “Guidance Docume~nts ‘: click, on” the link “Assessing User Fees- ..‘. ,bi(> ye’ .*.,., i ,. 
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PMA Supplements, Modular PMAs, BLAs and Eff@acy Supplements, 

Bundling, and Combination Produc&s.l’ This guidance will help you determine 

fees for PMA supplements (pane&-track, 180-day, and real-time), modular 

PMAs, as well as combinatiqn products. It also provides information on when 

bundling multiple devices in a sjngle application ,would be. appropriate. 

V. How Does a Firm Qualify as 3 Small Busipess for Pyrposes of MDUFMA 

Fees? 

Firms with annual gross sales and revenues of $80 million or less, 

including gross sales and revenues of all affrl&tes, partners, and parent firms, 

may qualify for a fee waiver for the@ first*PJ’$A, and for lower rates for 

subsequent PMAs, premarket reports, and supplements. Such firms,may also 

qualify for lower rates for premarket notification sub~~~~~i?nsl~~ll,FY2004and 

subsequent years. 

To qualify, you are required to submit the foliowjng: 

(I) Certified copies of your Federal Inwme.Tw R$w ~~~“~~~.~.:_~s~~,,r~~~t 

taxable year, including certified copies of the incomes tax returns ,of your 

affiliates, partners, and parent fi~rms. 

(2) A certified list of all parents, partners, and affiliate firms since Qct,ober \ 

1,2002. 

YOU can find informatipn for determining if an applicant qualifies for a “I // ,ux,.s _./. I,>;.i-l~<;.; ,>.~*“L,aa~~* 

small business first-t&e PI&Q$ajver and lower rates for sub.sequent x ~~?r~xI/_ril~“. -r .,., T..L’*.i., ,‘~,l~;rj..~~~‘:.~;,~;,~ / , 

applications on the FDA W,eb s$e at,t.http://www.fda.gov/oc/mdufma. At that 

Web site, under the heading “Guidance Documents,” click on the link,” 

” “Qualifying as a Small BJIS&~+~ This Web site provides detailed instructions .” .*a x .I.,\ “( ,, ., >.-,, 

and the address for m”ail,ing doc;umentation”~tq~.support qualification as a small 

business under MWW!At wi / , j _. 



You must pay a fee for any medical device,application subject to a fee 

that you submitted on or,after Qqtober J, 2002 (21 ,U.S.C. 379j(a)(l)(A)). 

(Section III of this document addresses applications exempted from fees and 

procedures related to the,m.) FDA will issue invoiFes .to. all,~applicants who 

submitted medical device applications on or,after rOct@~r,,l, 2002,. and through 

the date of this notice..FDA will issue, those invoices during March and April _ j I ,4M?i:* i ~;. Y~.$<,..B r, “-&;“.\-%$@Q$$$ 

2003, and payment will be du.e x@hin 30 days of issuance date. FDA will 

include detailed payment instructions with the invoices. Please include the .‘.” ,*.. *s_^j_^ . ..-,=-.‘~.%:.r\.~r.~,~,.~~*.n*“;ru..rr-~”i’,,~~,~~~~‘~:,r~.. J.’ ;z>.~::, .‘-m:<, ,,o,.;... ; 1 ;; __ 

invoice numbers on all payments submitted in res,ponse to these invoices. 

VII. When 00 I Submit the Fee for Applications SubFitted .Qn -ox A@e.K:@ I_._- .I. .,,” -* .,I <.*%A,., /. 

Date of Publication of This N&c?, ,, ( _ ,* _ ,” ^ 

A. Payn?ent Options for Firms Sz,zbmitting Medical Device Applications 

between Today and March 31,2003. 

If you submit a medical device application subject to fees on or after the 

date of publication of this notice, and before April 1, 2003, you may either: 

(1)Submitthe application without firSts~~~~~~~ingpayment, and PaY the 

fee when an invoice is.reqived; :or 

(2) Pay the fee at the time the application is submitted. , > * 

B. Payment Requirement for Firgs Submitting Mkdical Device Applications On 

or After April 1, 2003. 

If you submit a mediqal dev$ce application subject to fees on or after April 

1,2003 , you must pay the fee for the application at or before the ti,me the 
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application is submitted. If you have not paid all fees Eo,w~e.d, FDA will consider 

the application incomplete and will.not accept it for filing (21 U.S.C. 379j(f)). 

VIII. What Are the,Pro”cgeures for Paying Application Fees? I . L 0” li *,a ;,_,., ,, 

FDA requests that you adhere to the following steps before submitting a 

medical device application subject to a fee. Please pay close attention to these 

procedures to ensure that FDAxso.@k?~ !kk $?!$thg a~~g~$ application. 

(Note: In no case shouhlthe. che& for the fee be submitted to FDA with the ” _il” ,,. ..,. X’.-*“i.““;‘..*.,ii-i”=~.-.,.-~~ v”*” “$*-VI i- p ,.F+ ..l> p”“” + ” +“t‘ : (,+_;,,, -a ;*<<*,q i’?, _ , “, “6. ., _ _ ,._ ( .__ ._- 

application.) 

A. Step One-Secure a Payment Identification Nu~mber and Me&c91 &@@ _ _ ,_ 

User-Fee @ve<_Sheet @qrn $FDA$efore Submitting Either the Application or 

the Payment. 

Log onto the MDUWA Web site at http://www.fda.gov/oc/mdufma, and 

under the “Forms” heading, click on the link “?Jw Fee Cover %vt.” ( . . 

Complete the Medical Device User Fee+ @ver Sheet and print a copy. Note j 4, r_ h”“i,f-‘., h *s+ P 

the unique Payment Identifiwti& W~&er !o~,~~~‘~~~~~~~.S1pper right-hand 

corner of the printed cover sheet. 

B. Step Two-Fax a Copy of the ‘Printed Cover.Sb$et Wj(h,._the IJayment 

Identification Number to jYJ$ ‘q, IQfiice of Financiql Mag.agemen t. 

The FDA facsimile ma&hine phone number to receive thi,s,,completed 

the information into its accounting system, in ordkr to .asw&te payments with 1” dli, -..._* 9 ( 

submitters. (Note: Later this year, after the Web site is upgraded, you will be 

able to transmit the completed form electronically and you will not need to 

fax a copy to FDA.) 
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C. ktep Three-Mail a Copy of the Completed Meditial &&, g&-Fee Cover I-*- . .._ e.^s 1 r .,a” _,,. .., 

Sheet and the Payment for Your Application to th,e St. Lpuis Ad&s+ specified 

in Item 3 as Follows: 

1. Make the payment in U.S: currency by check, bank draft, or U.S. postal 

money order payable to FDA. (The tax ide.ntification,n,~~~er ,of FDA is 537. 

0196965, should your accounting department need this information.) 

2. Please note on your payment your application’s unique Payment 

Identification Number from, the upper right-hand corner of your printed 

Medical Device User Fee Cover,&@, -. ,_ 1 , ? ,_ .1 ,_ _ 

3. Mail the payment and a copy of the completed Medical Device User . 

Fee Cover Sheet to: Food a.nd,Drug Administration, P.O. Box 956733, St. Louis, 
=, 

MO 63195-6733. 

If you prefer to send a check,by a courier, the courier may deliver the 

checks to: US Bank, Attn: Government Lockbox, SL-MOClGL, 1005 

Convention Plaza, St. Louis, MO 63101. (Note: Thisaddress is for courier j _,-, _ . .‘( ~ .,_. .‘.__ x 

delivery only. Contact the US Bank at ZJ~h-I$84821 if you have any questions I., .,11 _ ,. <” ,,,, 

concerning courier delivery.) 

It is helpful if the fee arrives at the bank at least 1 day before the \ _ -.~“-,,_.“I ,.I i;<,L * is, .A ̂ . /i ‘i- “-2 ,+.“,.$ (<;ai,* 

application arrives at. PDA..FDAI record,s as,,t&,application receipt date the 

latter of the following: 

a. The date the application was rece,ive,dVby FDA; or 

b. The date US Bank,notifies FDA that payment has been “received. US _.. .d. II* ““.+ .,” .-/ ir .I .,,. r..* x_, XI_ // * .^ 

Bank is required to notify FDA within Iworking day, using the Payment 

Identification Number, described in section VIII C.2 ,qf this docurne,nt. (.” * /,/ ,.*-. --4,“+I ,I I. ‘*i,,*:> ;‘o*s.a ,’ ~ ,_ _, 



Please submit your application and a copy of’the completed Medical 

Device User Fee Coyer $&et to one of the followitig addresses. 1 ‘,. . “_ . +,4,.>+ 1 * .**<..” i ,““) ,~,>*“i “<.,, , “&li” t*,, *k+,,; 

1. Medical device applications should be sublnitte~~~~“~“,~~~~men~.-~~~~~ ,___ j:__” ,i _, , ,,/j. r, j, .,(_: , ,.i 

Center (HFZ-NI), Center for Deyices “and Radioldgical He&h, Food and Drug _ S,..,““S. 

Administration, 9200 Corporate Blvd., Rockville, MD 20850. 
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